








K142792

AbbVie NJ Pg. 1 of 3
Traditional 510(k) Premarket Notification

510(k) Summary

SUBMITTER

AbbVie Inc.
1 N. Waukegan Road
North Chicago, IL 60064

Phone: (847) 938-7707
Fax: (847) 775-4997

Contact Person: Katherine Wortley, Ph.D., Director Regulatory Affairs
Email: Katherine.wortley@abbvie.com

Date Prepared: September 25, 2014

DEVICE

Name of Device: AbbVie NJ

Common or Usual Naso-Jejunal Tube

Name:

Classification Name: Tubes, Gastrointestinal and Accessories
(21 CFR 876.5980)

Regulatory Class: I

Product Code: KNT

PREDICATE DEVICE

AbbVie NJ, K133129
No reference devices were used in this submission.
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DEVICE DESCRIPTION

The AbbVie NJ (List Number 62903) is a 10 FR, 152 cm, naso-jejunal (NJ) tube made of
white radiopaque polyurethane. The distal coiled end region and bolus tip are coated with
a water activated lubricant. The AbbVie NJ includes a silicone coated stainless steel
Stylet.

The kit is supplied sterile (ethylene oxide).

The AbbVie NJ is inserted through the nose and advanced into the small intestine for
administration of medication in a home and/or healthcare facility environment. The Stylet
is used to aid insertion and is removed once the tube is in place.

INDICATIONS FOR USE

The AbbVie NJ is intended to provide short-term enteral access for administration of
medication to the small intestine. The AbbVie NJ is indicated for the administration of
the medication DUOPA (carbidopa and levodopa enteral suspension).

COMPARISON OF TECHNILOGICAL CHARACTERISTICS WITH THE
PREDICATE DEVICE

The proposed device is identical to the predicate device (AbbVie NJ, K133129) with the
exception of the proposed indication for use with DUOPA.

PERFORMANCE DATA

The following performance data were provided in support of the substantial equivalence
determination.

Biocompatibility Testing

The biocompatibility evaluation for the AbbVie NJ was conducted in accordance with the
FDA Blue Book Memorandum #G95-1 Use of International Standard 1SO-10993,
'‘Biological Evaluation of Medical Devices Part 1: Evaluation and Testing," published
May 1, 1995, FDA Draft Guidance for Industry and Food and Drug Administration Staff:
Use of International Standard 1SO-10993, "Biological Evaluation of Medical Devices
Part 1: Evaluation and Testing" published April 23, 2013 and International Standard
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ISO 10993-1 Biological Evaluation of Medical Devices - Part 1: Evaluation and Testing
Within a Risk Management Process, as recognized by FDA. A naso-jejunal tube is
characterized as a "surface device" through contact with mucosal membrane. Per the
standard, the contact duration can be defined as "prolonged, > 24 hours to 30 days.” The
stylet is used only during the tube placement procedure and contact was defined as
"Limited (< 24 hours)." The battery of testing included the following:

e Cytotoxicity

e Sensitization

e Irritation (intracutaneous reactivity)
e Systemic toxicity (acute)

e Pyrogen Testing and

e Implantation.

Product Specific Performance Testing

The AbbVie NJ was assessed for conformance to standard BS EN 1615:2000 Enteral
feeding catheters and enteral giving sets for single use and their connectors — Design and
testing. An assessment of the AbbVie NJ has been completed and shown to be acceptable
per 1ISO 80369-1:2010 Small-bore Connectors for Liquids and Gases in Healthcare
Applications- Part 1: General requirements. AbbVie NJ has passed compatibility testing
with the medication DUOPA.

Animal and Clinical Studies

No animal or clinical evaluations were performed or relied upon for the determination of
substantial equivalence.

CONCLUSIONS

The proposed device, AbbVie NJ, is substantially equivalent to the predicate device as it
is identical to the previously cleared predicate device (AbbVie NJ, K133129). The
indication for use with DUOPA does not alter the intended use (enteral delivery of fluids)
or introduce a difference that impacts safety or effectiveness of the device.
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